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21 CFR Ch. I (4–1–16 Edition) § 25.51 

Even the existence of applications for 
human drugs, animal drugs, biologic 
products, devices, and tobacco products 
is protected from disclosure under 
these regulations. Therefore, unless the 
existence of applications for human 
drugs, animal drugs, biologic products, 
tobacco products, or premarket notifi-
cation for devices has been made pub-
licly available, the release of the envi-
ronmental document before approval 
or authorization of human drugs, ani-
mal drugs, biologic products, devices 
and tobacco products is inconsistent 
with statutory requirements imposed 
on FDA. Appropriate environmental 
documents, comments, and responses 
will be included in the administrative 
record to the extent allowed by appli-
cable laws. 

[62 FR 40592, July 29, 1997, as amended at 80 
FR 57535, Sept. 24, 2015] 

§ 25.51 Environmental assessments 
and findings of no significant im-
pact. 

(a) Data and information that are 
protected from disclosure by 18 U.S.C. 
1905 or 21 U.S.C. 331(j) or 360j(c) shall 
not be included in the portion of envi-
ronmental documents that is made 
public. When such data and informa-
tion are pertinent to the environ-
mental review of a proposed action, an 
applicant or petitioner shall submit 
such data and information separately 
in a confidential section and shall sum-
marize the confidential data and infor-
mation in the EA to the extent pos-
sible. 

(b) FONSI’s and EA’s will be avail-
able to the public in accordance with 40 
CFR 1506.6 as follows: 

(1) When the proposed action is the 
subject of a notice of proposed rule-
making or a notice of filing published 
in the FEDERAL REGISTER, the notice 
shall state that no EIS is necessary 
and that the FONSI and the EA are 
available for public inspection at 
FDA’s Division of Dockets Manage-
ment. If the responsible agency official 
is unable to complete environmental 
consideration of the proposed action 
before a notice of filing of a food or 
color additive petition is required to be 
published under the act, and if the sub-
sequent environmental analysis leads 
to the conclusion that no EIS is nec-

essary, the final regulation rather than 
the notice of filing shall state that no 
EIS is necessary and that the FONSI 
and the EA are available upon request 
and filed in FDA’s Division of Dockets 
Management. 

(2) For actions for which notice is not 
published in the FEDERAL REGISTER, 
the FONSI and the EA shall be made 
available to the public upon request ac-
cording to the procedures in 40 CFR 
1506.6. 

(3) For a limited number of actions, 
the agency may make the FONSI and 
EA available for public review (includ-
ing review by State and areawide infor-
mation clearinghouses) for 30 days be-
fore the agency makes its final deter-
mination whether to prepare an EIS 
and before the action may begin, as de-
scribed in 40 CFR 1501.4(e). This proce-
dure will be followed when the pro-
posed action is, or is closely similar to, 
one that normally requires an EIS or 
when the proposed action is one with-
out precedent. 

§ 25.52 Environmental impact state-
ments. 

(a) If FDA determines that an EIS is 
necessary for an action involving in-
vestigations, approvals, or market au-
thorizations for drugs, animal drugs, 
biologic products, devices, or tobacco 
products, an EIS will be prepared but 
will become available only at the time 
of the approval or market authoriza-
tion of the product. The EIS will in all 
other respects conform to the require-
ments for EIS’s as specified in 40 CFR 
part 1502 and 1506.6(f). 

(b) Comments on the EIS may be sub-
mitted after the approval or market 
authorization of the drug, animal drug, 
biologic product, device, or tobacco 
product. Those comments can form the 
basis for the Agency to consider begin-
ning an action to withdraw the ap-
proval or market authorization of ap-
plications for a drug, animal drug, bio-
logic product, or tobacco product, or to 
withdraw premarket notifications or 
premarket approval applications for 
devices. 

(c) In those cases where the existence 
of applications and premarket notifica-
tions for drugs, animal drugs, biologic 
products, devices, or tobacco products 
has already been disclosed before the 
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